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Use of Materials Derived froin Cattk in 

AGENCY: Food. and Drug Administration, III-IS. 

ACTION: Interim final rule and request for comments. 

SUMMARY: The Food and’ Drug Administration ‘(FDA)* is ,~e~di~g the interim 

final rule on use of materials Iderived from cattle in human food. and cosmetics 

published in the Federal Rq$stm of July, 14,20&k Iln the July ~4; 2O04, interim 

al rule, FDA designated certain materi&ls from cattle, ,incl~~ng 

small intestine, as “prohibited cattle materials? and banned the use -of such 

materials in human food, including dietary supplements, and in ckmetics. 

FDA is taking this action in response to comments received,on the 4nterim 

final rule. Information was provided in comments that p&s&de 

that the distal ileum, one of three” portions of the small i~tes~~; could be 

consistently and effectively removed from the small,~nt~sti~~ such. 

remainder of the small intestine, formerly a prohibits cattl~,m~~e~~~, could 

be used for human food or cosmetics. Mae (FDA) are also ,cl~~~i~g 

and milk products and tallow derivatives are nut prohibits cattle materials 

and that cattle hi,des are not prohibited cattle material when ey are sourced 

from cattle that pass antemortem inspection. Comments ,also led ‘the agency 

t, reconsider the method cited in the into&m final rule for de#e~i~~~g 
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insoluble impurities in tallow and to cite instead a me od that is <less costly 

to use and requires less specialized equipment, FDA issued the interim final 

‘5 ile to minimize human exposure to materials that scientific= studies have 

demonstrated are highly likely to contain the bovin,e ~p~~~~forrn 

encephalopathy @SE) agent in cattle infected with the disease. 

that the arnended provisions of the interim final rule provide the same level 

of protection from human exposure to the agent that causes SE as the original 

provisions. 

DATES: The amendments to the interim’ final rule are effective [&M& date of 

publication in the Federal Registerl. Submit written or electron’ic comments 

on the amendments to .the interim final rule by [inseti dqte 60 days after date 

ofpublication in the Federal~Regi&erj. The Director of the Qffiee of the Pederal 

Register approves the incorporation by reference in a~c~rd~~e’~~l5 U.S.C. 

2(a) and 1 CFR part 51 of certain publications in 2% ,CF.R tk89.5 and 700.27 

as of July 14,2004. 

ADDRESSES: You may submit comments, identified by Docket N<o. 2004%-0081, 

by any of the following tiethods: 

l Federal eRulemaking Ilortal: http:/~~*regul~~~~~.~~v* 

instructions for submitting comments. 

0 Agency Web site: http://~.fda,~~v/docket~~e~~~~~~ts. R&low the 

instructions for submitting comments onthe agency 

l E-mail: fdadocket&oc.fda.guv. Inclugle Docket No ‘2~~~~~~~ and/or 

RIN number RIN 091~AF47 in the subject line of your e-mail message. 

l FAX: 301-827-6870. 
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0 Mail/Hand delivery/Courier [For.. aper, disk, or ED-RAM submissions f : 

Division of Dockets Management, Food and Drug Adrn~nis~at~~n f 

‘630 Fishers Lane, rm. 1061, Rockville, MD 20852, 

Instructiuns: All submissions received must include the agency name and 

Docket No. or Regufatory .Information Number (RIN) for this ~~arn~~ng. All 

comments received will be posted without change to ~~~~~//~~~~~.g~~/ / 
ohrms/dockets/default.htm , induding any personal ~~for~at~~n rovided. For 

detailed instructions on submitting comments and additional ~fo~ation on 

the rulemaking process, see the “Effective Date and’ p~r~~~ity for Public 

Comment” heading of the SUPPLE 

document. 

Docket: For access to the docketto’read background documents or 

comments received, go to h ttp:~~~.f~~.gov/ohrms~~~~k~t~~~~f~~lt~h~rn and 

sert the docket numba, found in.brackets in the beading of this 

mto the “Search” box and follow the prompts and/or go to Division of 

Dockets Management, 5630 Fishers Lane,: rm. 1061, Ro~~~~~~; 29852. 

FOR FURTHER ?NF RMATJON CUNTACT: Rebecca Buckn~r, ~~~~~~ for .&sod Safety 

and Applied Nutrition [HFS-398) Food and Drug A~rn~n~s~at~~~ 5100 Paint 

Branch Pkwy., College Park, MD 2074O,301-436-1486. 

SUPPLEMENTARY ~NF~RMA~ON: 

I. Background 

On July 14,2?94, FDA issued an interim final rule anti 

Materials Derived From,Cattle in Human Food and cosmetics” (abo referred 

to as “the interim final rule”), to address the potential risk of SE in human 

od and cosmetics (69 FR 42256, July 14,2904). In the interim final rule, FDA 

designated certain materials from cattle.as “prohibited cattle mate~~~s” and 



banned the use of such ~materials in human food, including dietary 

supplements, and in cosmetics in §§ 18%5 and 7130.27 (2% CPR 2 

FR 700.27). In the interim final rule, FDA designated the following as 

prohibited cattle materials: Specified risk materials (S sj, the small intestine 

from all cattle, material from nonambulatory cattle, material f?om cattle not 

inspected and passed for human ~~nsurnp~i,o~, ~d.~rne~ba~i~a~l~ separated 

(MS)(Beef). The materials designated asSR.Ms were the brain, skull, eyes, 

trigeminal ganglia, spinal cord, vertebrai cohmn ~e~~~~i~~ the vert&rae of 

the tail, the transverse processes of the. thoracic and,,lumbar vertebrae, and the 

wings of the sacrum], +nd dorsal root ganglia of cattje 30 rno~~~ d older, 

and the distal ileum of the small intestine and tonsils from all cattle, The Food 

Safety and Inspection Service (FSIS) of the United States 

Agriculture (USDA) designated the- same list of materials as S 

tled “Prohibition of the Use of ,Specified Risk ~~terials~ f~~~urn~n Food 

and Requirement,s for the Disposition of-eon-~bul~~tory D~~~~le~-~~ttle” (69 

FR 1862, January 12,2004). Inaddition, $DA provided an ~~ternat~v~ standard 

for tallow in its interim’ final rule. Tallo~~must be produced by ei 

excluding prohibited cattle materials or, if produced using p~~~~~ted cattle 

materials, must contain no more than Q.15 percent i~~ol~bl~ ~rn~~rit~es. Tallow 

.derivatives were exempted from the provisions of FDA% dntetim rule. 

The comment period for the interim final rule, closed on r12,2004. 

After reviewing comments received on the interim final rule, ‘PDA. d~te~~~ed 

that it needed to make some changes and clarifications novv, rather than 

waiting until we could address all :of the comments in a ~~~~.~le. :We are 

ending or cltirifying the interini final m;lle in the f~ll~w~g five 

1. Use of small intestine, 
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2. Status of milk and milk products, 

3. Status of tallow derivatives, 

4. Status of cattle hide, and 

5. Testing method cited for defeating the level of ~nso~~b~~,:~rnp~rities 

in tallow. 

We are making these tien&nents to the~interim final rule-in 

response to comments indicating ~n~e~~inty regarding the status c&certain 

products under the interim final rule an@ new i~fo~~~on ~g~d~~g removal 

of the distal ileum. 

In the interim final rule of July I~,B.XM, FDA ~~oh~~~ted the use of the 

tire small intestine in human food tan cosmetics, ev&n tbrou the agency, 

QL the time the interim final rule was issued only considere and otirrently 

only considers the distal ileum portion’ of the small ~t~~ti~~ to be ,a &3%&f. 

As stated in the preamble to the-interim ~final rule, FDA ~ro~~b~t~d 

of the entire small intestine because at the tfme we believed:: {I). It would be 

difficult to distinguish one end of the small irrtestine from the tither once it 

had been removed from the a&M; @ f tre was a lack of ~~te~a~o~a~ 

agreement on how much of the small intestine should ba rem~~ed*to ensure 

that the distal ileum is separated .from the remainder. of the ~~~~~ti~~; and (3) 

given the lack of international. ~onae~s~~ on the issue, a rn~~~f?~t~rer or 

processor-would not be able to d~~nrne~t that the di~t~l,~le~m was adequately 

removed (69 FR 42256 at 422X3). We requested co~~~t~ address 
” ‘isons for prohibiting use of the entire.small intestine and solicited specific 



information on whether processors may be able to effe~t~~e~y remove just the 

distal ileum 

I. Comments Received 

In response to the interim final rule, FDA received ~omrn~~ts from beef 

processors, the natural casing industry, the beef by- Ea&ct indus~~, and 

importers and exporters of natural.casings and beef ~y~pr~d~~ts at requested 

that the agency amend its prohibited catt.1.e materi,als rule to-prohibit only the 

distal ileum portion of the small intestine for human food and cosmetics, rather 

than the entire small intestine. As state&n the comments, i~f~~ti~ty has only 

been confirmed in the distal ileum.of the small intest~~ of cattle 

BSE under experimental conditions, and the technology exists to effectively 

remove the distal ileum portion born the rest of the small in~estitie. 

Comments also .described, in d~t~l,-ex~~l~s.o~ ve~i~~b~~ .procedures for 

‘e effective removal of the distal ileum partion of the small ~ntea~~~e, which 

is made up of thre,e sections: The d~~de~~rn~ the jejn~~rn, and ~e,~leum. One 

procedure described in the comments begins with the removal .of’ 

intestine from the abomasum. Under this procedure, the s 1 ~nt~~~~~e is 

separated f&n the caecum at the ilsoceczal orifice, 

from the jejunum at the flange. Accord ‘to tfie cognmeMk; . 
segment that contains the distal’ileum would measure 316 to 72. 

depending on the age and size oftie animal. 

Another procedure described in the ~~~~~ts also begins removal 

of the small intestine from the abomasum, except that.alder this 

the small intestine remains attached to the caec;um< The s~~~ati~~,o~ the non- 

urn sections of the small intestine from the ileum &made ‘at a point 36 

to 80 inches from the caecum, leaving the ileum section of the .smaU intestine 
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attached to the eaecum. Accord,ing to the conrments, ~~e~v~~~‘~~ &urn attached 

to the caecum at this initial stage provides an easily ve~~~ab~~ point of 

iference for on-line inspectors. The next step in this procedure is to separate 

the 36 to 80 inch portion of the intestine that contains the 8eum 

caecum at the ileocecal orifice, having 

edible use. 

Another comment noted that,’ prior to December 20Q3, Jepqn ~(~~epted 

importation of beef casings f$om e United States on the b~s~s.~~~.S. 

government certified removal of the distal ileum frdm the small- ~~estine. ,The 

procedure required the removal of at least 80 inchesaof the small intestine, 

measured from the junction of the ileumand the caecum, to ensure removal 

of the distal ileum. 

Several comments indicated that, b use of the ~i~~nc~ shape of the distal 

urn of cattle, it is easy to verify the, effective removal of this 

small intestine. Furthermore, comments tiom the natur~l.~as-~~ i ustry stated 

that, because of the distal ileum’s physical properties, ~~i~l~~y~ 

of a curve and an irregular thick surface, the distal i&urn is not useable ,as 

a natural casing for sausage products. Thus, these ~o~e~~~ noted, many 

slaughter establishments in the United States and Cane have8 a;pohcy of 

removing the distal ileum from ~l’~att~e at the time ~f,s~a~g~~e~~ l?u rmoze, 

as stated by the comments, slau@zter ‘.. 
Uruguay, the three countries that are the major exporters of natural Gasings 

to the United States, have all beenable’“to kertify the removal o 

ileum using achievable standardswhen requested to do so by their~U23. 

stomers. 



In addition to comments requesting,-that only the distal ilen-rn. 

the small intestine be prohibited from use in hums food and cosmetics, we 

‘3ceived comments stating that the entire small intestine or botlz the small and 

large intestines should be considered S s. Comments noted that the 

European Union (EU) identifies both the small and large, int@ine ats specified 

risk material and prohibits their use in food. As stated in c~mments~ this was 

done in the EU because I3SE~inferction is associated w~~~b$~r~t~o~ of the BSE 

. 

agent from contaminated feed and because it is not possible to prevent 

slaughterhouse contamination of ~~er.i,~test~~al areas “w~~,rnatte~ from the 

ileum. Comments also cited an unpublished study ~bowing at positive 

immunostaining for prion protein was >found along the fen 

not just in the distal ileum as reported in the literatures when b~~o~~ayed in 

calves. Comments also noted that the I~t~rn~tional~R~view Team.{ 

pointed to review BSE preventien measures in the United St&&s after the 

urscovery of the BSEepositive cow in Washington State, ,re~~~~~~ed that the 

SRM ban be amended to include the entire small ana large ~te~t~~es. 

2. Response to Comments 

After considering the comments submitted on the r~~u~~l ,af 

ileum, FDA has concluded that processors have the t& ta ~~e~t~vel~ 

remove the distal ileum portion from the rest ofthe small ~~~es~~~ believe 

that the small intestine, following effective remova of the distal ileum, 

presents a negligible risk of,exposing humans to the 

FDA believes that procedures toensure effective removal of the distal 

ileum require that at least 80 inches of uncoiled and trimm, all 

estine, as measured from the caeco-colic junctionland ~r~~e~~~ 

proximally towards the jejunum, be removed. We beli&ve th& e procedures 



ensure removal of the distal ileum despite differences rn bingo of the intestinal 

tract or its segments between breeds or ~among animals of the same breed, An 

lternative removal procedure may be us&d if an establishment, can 

demonstrate that it is equally effective in ensuring that the entire distal ileum 

is completely removed. 

We do not agree with comments,that stated that the entire small intestine 

or both the small and the large intestine s,hould be. designrrted es s. Though 

the EU prohibits the entire intestnnA!rom~use in food, the data that we are 

aware of indicating infectivity alo,ng the <entire intestine is’ frtim o 

not from cattle infected with. BSE or other transmissible’spone;ifo~ 

encephalopathios (TSEs) (Refs. 1 to 6jv Though the stndies’in other species 

represent the distribution of infectivity in those species, they may not represent 

the distribution of infectivity in cattle &f&ted with BSE as evidenced by 

dies with bovine tissue. In cattle, one’study found that 

experimentally given BSE was detected only in the distal ileum of, 

intestine and not any other parts of the small or l~g~,~nteat~~e (Re 

discukon in sections I, E and F” of the interim final ~~l~l~, ia mo&fjr 

study, ,no infectivity was detected in theamall or 1 

the distal ileum. Specifically, in cattle e erimental~y in~~~~ed 3izit.b 

positive Peyer’s patches were found only in the dist~~~~e~m~ ia cattle with 

naturally occurring and experimental,.BSE, positive my~ter~e. ~~~~n~ neurons 

were found only in the distal ileum (Ref& 8). One study feund ne ~~~v~ty 

in the splanchnic nerve, rumen, omasum, abomasum, proximal small intestine, 

proximal colon, distal colon, and rectum, :or even the distal rsmall intestine, 

when these tissues from confirmed cases of BSE in cattie were subjected to 

--ouse bioassay (Ref. 9). Though commenters cited an ‘u~~n~~i~~e 



showing positive imnnmostaining for priori protein ‘ailong tie feagth of the 

intestine, data from this study are not available to ths agency. In. fact, 

‘ommunication with researchers in the UK indicates that work to.determine 

whether immunostaining for priori. protein could be detected outside of the 

distal ileum has not been undertaken [Ref. 10). We reahze that the studies on 

tissue infectivity have limitations, but we are not aware. of evidence that 

intestine-other than the distal ikeurn harhors~ ~nfe~~vi~~‘~i~ cattle wjth BSE. If 

we become aware of data indicating that~ other portions,of the srn~~~ intestine 

or the large intestine in cattle harbor infectivity , we wiU .take $appropriate 

action. 

We also do not agree that cross contamination of other parts o 

intestine with infectivity in the distal ilenm is unavoidable in t&e 

slaughterhouse. Comments provided several metho,ds -by 

urn can be consistently and effectively removed &oti the res-t of the small 

intestine without cross contamination during slaughter. We agree at, if these 

methods are properly~ implemented,, cross ~o~t~i~~t~o~ can b~..a~~~ded. 

Finally, we do not agree that we should require that the e~t~r~,~~~es~ine 

of all cattle be designated an SRM becaus the IRT reco ended it. In its 

report (Ref.. 11), the IRT noted that remox& of the t&&es ~~~~~~ ~&si.gnated 

as SRI& in USDA’s and,FDA?s interim fiGa1 rules, which d nut .incJude the 

small intestine, eliminates the highest risk tissues fror~~~the food ~~~p~y and 

that the current SRM designation is~consi:tent with ~~~l~ve~,of,~S~ risk in 

the United States, in which one positive case of BSE .has been found in one 

imported cow. If the increased s~~ai~~an,~e for BSE ~u~~~t~~ ~~de~~~ by 

DA’s Animal and Plant Health ~spec~~~n Service {ABUSE reyea& 



additional cases of BSE, we will .re-evaluate the re~~mrne~d~t~o~~ of the BT 

that the entire intestine be desi ated asan SW and ~roh~bitad. 

Therefore, we are amending 5s ~8-9*~,(a~(l~ and ~~~.27(a~(~~ to reflect that 

small intestine is a prohibited cattle material unless it meets e provisions 

of new §§ 189.5(b)(Z) and 700.27&)(23, P&w f& 189.5 &z)- arq.3 ?0~*~7~)(~) 

state that small intestine is not considered prohibited cattle rn~ter~a~ if the 

distal ileum is removed by a .procedure that removes rJt least %&in&es of the 

uncoiled and trimmed small intes:tine as measured from the caecoeeolic 

junction and progressing proximally towards the jej~~~rn,o~ 

that the establishment can demonstrate is equally effective in ensuring 

complete removal of the distal ileum. 

These amendments to FDA% interim final rule are consistent with 

amendments that USDA made to its interim f&al rule regardi use of small 

estine appearing elsewhere in this issue oftbe Fedoras’ $.jter. FDA , 
r 
regulates stripped and cleaned casings derived from bovine small sntestine, 

and USDA’s FSIS regulates unprocessed ‘bovine sm &test&2 <en, 

food” products made with beef casings.. It. is irn~~rt~~ to ‘note 

beef casings and other FDA regulated p ~om.srn~l~ ~~t~s~ne 

are also subject to FSIS requirements when used in FS$S regti,ated &=oduets. 

Specifically, FSIS will not permit natural, ~a~~g~-‘de~~~~~ from be 

intestine to be used in meat’food.products,uIlless ~e,c,~s~~~s, are derived from 

cattle that have been inspected and paSsed in a US; ~f~~a~ estabjli _ ent or 

in a certified foreign establishment. 

B. Status of Milk and Milk Products 

The interim final rule provides that no human food or ~~sm~~~~ shall~be 

manufactured from, processed wither 
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materials, Proh ted cattle materials in&rde material from cattle not i.nspected 

and passed for human consumption. 

1. Comments Received 

Several comments noted that milk and milk prod~ts.~o~l~ be viewed as 

products that are not inspected and passed because milk is obtained from live 

animals that do not undergo the same inspection as cattle du~~g~s 

These comments noted that milk and milk products are ~~~~~~ti~~a~~y 

recognized to present a negligib1.e r&k of ~~srnitti~~ the agent that causes 

BSE and asked that we clarify the status of milk and niifk products, under the 

interim final rule. 

2. Response to Comments 

The interim final rule applies to materials, from cattle‘ s~a~~te~ed on or 

after the effective date Andy was not meant to apply to.mi3tk ~,d’rn~-~k products, 

700.27(a)(l) to clarify that milk and milk products are not ,~n~~~d~d in the 

definition of “prohibited cattle materials.“’ 

The interim final rule defines tallow .e.nd~t&ow~ d~~~~t~~e,s an 

prohibited cattle materials do not in&de :tallow~ that cottages no more than 

0.15 percent hexane-insoluble impurities ,end tallow da~~v~t~v~~. 

1. Comments Received 

Several comments requested that we &rify whether .the tall,ow used as 

starting material for the taflow derivatives has to contain no ‘more then 0.15 

cent hexane-insoluble impurit&s in order for the talh~ de~~va~iv~s not to 

trt: included in the definition of ‘“probibite cattle rnate~i~~s*” 



2. Response to Comments 

The exemption of tallow derivatives from the d~~nit~o~ of “prohibited 

le materials’* does not depend on the source ta3Iow for the derivatives. For 

the reasons discussed in the preamble to the interini finalrule, tal 

derivatives present a negligible risk of ~~s~~it~i~g tie ?gen& that causes EXE 

regardless of the source tall&. Therefore, all talXow d~~~~t~-v~s ar& exempt 

from the ban on the use of prohibited c&tJe materials in ~~rn~~food and 

cosmetics. 

D. Status of human food and cosm&ks derived f?om ~~~~~~~~~d~ 

The interim final rule provides that-no human food or .cusm~ti~s shall be 

manufactured from, processed with or o 

materials. Prohibited cattle materials ilzclt;ude,products,th~t’filave not been 

inspected and passed. Cattle hides, aback are used as souso~ maternal for 

lagen and collagen casings, recejve ~~~rno~~rn but not p~~~ur~ern 

inspection in most slaughter operations, 

1. Comments Received 

Several comments stated that the commenters did not 

meant to designate all cattle hide and pro cts derived &2m hide as 

cattle material. These-cements also pointed out that ~~~~~~e~ 

is when BSE might be detected ~o~,~e;b~ha~~~ or 

while postmortem inspection is mom use 1 for detecting cross cant 

among parts of the carcass. Comments indicated thatrisk- of CBXS 

contamination by other carcass p~s:is.not~re~ev~t for the hi&3 becq~.~se it 

is removed at the beginning of the s~~ug~t~r process, In ~dd~~o~~ 

d that cattle hide is internationa’iIy.res?gnlized to be!. a tissue .* 6 
negligible risk of transmitting the &getit that causes B$&, and 



Organization for Animal Health (OIE) recommends that it be fkel 

regardless of the BSE risk status,of the exporting countries. 

L. Response to Comments 

We agree with these, commen%s; It was not our Interpol to de&ignate all 

products derived from cattle ,hidr; as .pru~bi~d catt~e-,m~~e~~~ for use in 

human food and cosmetics. We also ret ze that cattle hi 

determined to be a tissue wit-h negligibly risk of transm the agent that 

causes BSE and that the OIE recommen 

of the BSE risk status of the exporting countries. To clarify e stat;us.‘of cattle 

hide, wa are amending the dei3nitila-n of “inspected and passed.” We are adding, 

a sentence to the definititin in §§ ~~~.5(~~~~) and 70o.“L7(tli;)E21,atati~~,.“‘[ijn the 

case of cattle hide, inspected zand passed nneans the hide was s~~~~d from 

an animal that passed antemortem inspection by ~e.~~~~op~~~~? F 

thority, and at the time it was inspected .kud passed,it was 

not adulterated.” 

Under the interim final rule (§$189‘,5(a)(6) and ~~~~~?~~)~~?),, 

materials may be used as the starting material-for t~Il~w diction as long 

as the resulting tallow cont&ns 3x63 more an 0.15 perhnt h%~~e.i~~~l~b~e 

impurities, The interim final rule requires that the rn~~od,fo~ ~%exkne- 

insoluble matter” described in the 5th edition of the Fao 

(FCC) be used to measure he~~e-~~~olub~e impurities ,in tallow; interim 

final rule also states that an alternative m&hod may be-used if2 is equivalent 

the FCC method. 



1. Comments Received 

We received several comments requesting that we specify a different 

iethod for measuring impurities in tallow. foments ~tat~d~t~at the domestic 

tallow industry primarily uses a rne~od~,~f the Arn~~c~ ~i~~~~ern~st Society 

[AOCS) to measure insoluble impurities. In comparison to e FCC method, 

comments stated that the AOCS “method is less expe&ve, requires less solvent 

and has lower solvent disposal costs, and doesnot require s~~~:~~~~ed 

equipment or supplies. These comments requested that FDA approv 

AOCS method for measuring insoluble impurities. 

2. Response to Comments 

FDA agrees that the FCC method ismore expensive, uses more solvent, 

and requires more specialized equipment thati o~er.me~od~ c~~e~t~y used 

by industry. After considering the comments, we reviewed igloo 

railable for several methods for rn~sur~~g insoluble imp.~ri es i32 tallow for 

comparison with the FCC method+ IXI xes dthe 

information we obtained about the various rne~~ds~~~e ,,dfse ~~d~~g the 

interim final rule to cite the method for measuring ins~~~b~~ ~rn~~~~~s of the 

International Organization for St QSO) ~*~~~i:rna~- and vegetable 

fats and oils-Determination of ins&&k 

a method equivalent to it in accuracy, p~~~s~o~..~d se~~~t~v~t~~ The IS0 

method is internationally accepted as a .&mdard. metho fur dete~ning 

insoluble impurities in animal fats. In~thei~terests af ~~~~~~g kmr 

regulations with the international re@atury commurkity, .the agent 

the ES0 method, rather than the AUCS od.-Furth~rmoro, IS0 method 

currently used the internaticmak tallow industry and is less expensive 

to implement than the FCC method. 



Reference to the IS0 method in the emended interim final r&e rfoes not 

exclude use of t&e ARCS method to measure insolub~~.impuri~~es 3-r tallow, 

: it is equivalent. to the IS0 method or’ use of the FCIC method we kited in 

the interim final rule. Any testing method may be used at is. eq~v~,ent to 

the IS0 method. Those wishing to use an: alternate test Fe r~s~o~sib~e for 

determining that it is equivalent to, the 150 method Cited in the. i~~~~rn final 

rule as amended here; it is not n~~ess~y.~~t FDA approve the use, of an 

alternate test. 

III. Summary of Amendments toi ~~:In~~~rn,Fiua~ B&h 

We are amending @ 389l5(a)fl) and 7~~.27(a)~l) toreflect that-small 

intestine is a prohibited cattle material umess it meets the ~~~v~.s~~~~ of new 

§§ 189.5(b)(2) and 700.27@~)[2). New ~~,~~9.5~)(2) and .7~~~27~)(2) stiite that 

small intestine is not considered ~~obi-bit~d cattle mate&l 4f &EI teal ileum 

removed by a procedure that removes at least-80, ~~~~~“0~~~ ~~~~i~ed and 

trimmed small intestine as measured from the’ caeco-cohc junction &nd 

progressing proximally towards the jeju3um or by a ~~~~ed~~~ that-the 

establishment can demonstrate is ~~u~~y effe&iVe is Ewing ~orn~~te 

removal of the distal ileum. 

milk products are not prehibited.canle materials. 

case of cattle hide, inspected and passed means that t&e Lid vvae s~ur~~d,~rn 

an animal that passed antemortem itispqztion by ths a~~~~~~~t~ ze 

authority, and at e time it was ~ns~~~ted~.~d passed, it.,wq found to be 

t adulterated. 
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Finally, we are amending,~§.189.5(at(6) and 7~~.,Z?~a)~6) to i 

tallow, if it is sourced from prohibited cattle materials~.mast ~~~t~i~ not more 

au 0.15 percent insoluble impurities ,as d~termi~,ed‘by the mewed “Animal 

and vegetable fats aud oils-Deterruinati~n of i~sol~ble,i~p~r~~e~ content” 

(IS0 663:2001), International ~rg~izat~o~ for Stand 

another method equivalent in accuracy, recision, and- §e~~~~~ty to method 

IS0 663:2001. 

FDA provided the public with an o~~o~u~i~y to ~orn~~~t .on ahe issues 

raised by the interim final rule and addressed in this,~~,~rn~e~t~ This 

amendment to the interim final rule is in response to some of those comments. 

Generally, the Administrative Procedure Act ~[APA), ?? USC. 5531 

that a substantive rule be published,tiot less than 36 da@ ~~~~re its effective 

e. Section %3(d)(1) of the APA (5 U&C. ~53[d)~~~) provides an ‘exception 

nor a substantive rule “whi&grantS or retioguizes ~~,~~m~~~o~‘.or &&eves 

a restriction.” FDA finds that’this exceptin is applicably because these 

amendments relieve ,restrictions imposed by the interim $5 rule, Therefore, 

we are issuing these amendments to the ~~~erirn final rule ‘m mediate 

effective date. FDA invites public corrrmmer$ on these ~~~drn~~ts ta the 

interim final rule. The commemperiod ~$11 be 60 days. The ~g~~~y will 

consider modifications to those arne~~~~ts to the idler al rule based 

on comments made during the comment period. Inter~$t~d ,p~rs~~ may submit 

to the Division of Dockets M,~ag~m~~t bsee AD 

comments regarding these amendrmmts to thaiaterim final rule. Su it a 

single copy of electronic comments 42r two paper.~opies of any mail4 

‘inments, except that individuals may submit one paper copy. Co 



to be idemified with the docket nurrrber -found in brackets in the ~~~di~g of 

this document. Received comments may be seen in the D~~v~s~~~ of:Dockets 

anagement between 9 a.m. and 4 p.m., Monday ~rougb;?r~day. i 

FDA will address other comments received. in response to ‘the interim final 

rule and comments received in response to this ~e~dment in fu 

rulemaking. 

FDA has examined the economic implications of -this ~e~~~~t to the 

interim final rule as required by executive Order X3366:. Exe~cut&e Order 12866 

directs agencies to assess all costs and benefits of available ~reg~~~t~~y 

alternatives and, when regulation is necessary, to selset repertory approaches 

that maximize net benefits (including p”otentia1 economic, e~v~r~n~e~tal, 

public health and safety, and- other advantages; ~is~~~~~~~e -~~~~c~s; and 

ity), Executive Order 12866 classifies d rule as significan$ if ~~,rn~ts any 

one of a number of specified conditions,. including:~ Having. ammal effect 

on the economy of $100 million, adversely a8fecting.a sector 

in a material way, adversely affecting competition, or a 

A regulation is also considered a significa@ regulatory action if 3t r&es novel 

legal or policy issues. FDA h~s,d~t~~~~~d that this ~~~drn~~~ to 

final rule is not an economically s 

FDA hasexamined the economic i~~~ica~o~s of th#s to the 

interim final rule as required, by thie Regulatory ~~ex~~l~~y A&t (5 ~U.S.C. ‘601- 

612). If a rule has a significant economic impact on a ~~bst~~~~~ nutiber of 

regulatory options that would lessen the economic effect o~~~;~le on small 
i 

Gntities. FDA has determined that this amendment to the ir&erim anal rule 



does not have a significant economic impact on a su~sta~~ia~ number .of small 

entities. 

The effect of amending the interim final rule,yill be that FQA 

human food and cosmetics may be rn~~~~t~~d loom, processed with, or 

otherwise contain small intestine if--the distal’ ileum is e,~ecti~ely removed. 

FDA regulates stripped and cleaned.,casings derived from’ 

intestine, and USDA’s FSIS regulates unprocessed b~~~~,s~a~~ ~~t~~tine and 

“meat food” products made with beef.ca$ngs. Very few, if ,,,FI3A regulated 

foods use beef intestines or beef easings: as an ~~g~edi,e~t* ,~h~refo~~~ the impact 

on FDA regulated food industries as a result of this ~e~drn.~~t to the final 

rule is expected to be small. In the~~con,~rni~ analysis of the intekim final rule, 

FDA did not estimate any opportunity costs for cattle ~l~~~~er~rs or 

manufacturers that used beef small i~te~s~~“ues and beef~~ur~l,~a~i~gs in their 

products because .the small intestine hacl already ,bee~~h~e~ as human food 

J the FSIS interim final rule (69'ER 1MZ, January 12, ?B94]. 

USDA’s FSIS is amending its interim final rule to..,&low e we of bovine 

small intestine, without the ~distal ileum, in USDA re~l~~te~~~r~d~~~ts. FDA’s 

amendment will benefit those FSIS reg&&ed rn~~fa~tur~r~,~~a, usebeef 

casings; FDA’s amendment again allow& ,+,hi,s ~ovine..mat~r~al 

used in FSIS regulated products. As noted previously,, 

other FDA regulated products derived from small i~t~~~~~ are ~s~~s~bje~t to 

FSIS requirements when used inF$XS collated ~ro~u~~s. 
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21 CFR Part 189 

21 CFR Past 700 

Cosmetics, Packaging and containers, Incorporation by i*efu;fren~. 

B Therefore, under the Federal Food, 

authority delegated to the Commiss~~oner :qf Fuod z&d Dogs, 21, j 

: d 700 are mended as follows: 

PART 189-SUBSTANCES .PRC&iJ 

I 1. The authority citation for21 C par% ~89,~~~t~u~s.t~ req& a& f~~~o~s: 

Authoriiy: 21 U.S.C. 321,342,348,371.’ 

Subpart B--Prohibited Cattk 

Sec. 

§ 189.5 Prohibited cattle materials. 



Subpart B-Prohibitec& Cat%? ~~~e~al~ 
8 189.5 ProhibiWd cattle m&w 

(a) Definitions. The definitions and ,~~ter~retat~o~s of terms ,~o~~a~ne.d in 

section 201 of the Federal Food, Dmg, a& Cbsmetic. A& ftkwact) 

such terms when used in this’ part. The following d~~~i~~~ also app 

intestine of all cattle exoopt as provided &I. paragraph ~~~2~ of _, 
material from nonambulatory dis”abled cattle, material Xrorn c&tfe qot inspected 

and passed, or mechanically separated ~~~~~~e~~. ‘Pro ited cs$ttle materials 

do not include tallow that contains no more than 0.25 pert ~~~a~e- 

insoluble impurities, tallow derivattmes, and milk and rn~~.~r~~ducts. 

(2) Inspected and passed’mqms t&&the product as _ b,een inspeCted and 

passed for human consumption by. the appropriate r~~~~t~ry ~u~~~~ty~ and 

at the time it was inspected and passed, i&was found t.obe. not e.du 

/ the case of cattle hide, inspected and p~%ssed means ~~e.~~~~:w~ sourced 

from an animal that passed antemortem inspection by 

regulatory authority, and at the time it .was iz~pected. 

to be not adultera#ed. 

passed, it was found 

finely comminuted, resuBing;from the m&@nical se~~~~~ and ~~rn?v~‘of 

most of the.bone from attached skeletal ~rn~~$ti, of cat+ 

of carcasses that meets the specif@t.ions contained, in9~ 319‘5.4 the 

regulation that prescribes the st~d~d of.fdentity for MS f 

(4) Nonambulata@ disabled ,caf?k means cattle ,&at c ot risir from a , 

recumbent position or that cannot walk, ~~~~~~d~g~ but not ~~m~~ed-~to, thuse 

l th broken appendages, severed tendux& or ~i~~e~t~~ rrerv~ para 

’ hactured vertebra3 cohunn, or metabolic conditions. 
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spinal cord, vertebral column (excluding the vertebrae-of the tail, 

:ocesses of the thoracic and lumbar vertebrae? and, the winga of 

and dorsal root ganglia of cattle 3.0 momhs and olderend the ton&.&e and distal 

ileum of the small intestine of all~cattle. 

(6) Tallow means the rendered fat of cattle obtained by press 

applying any other extraction process to,tissues derived d~~~~t~y from discrete 

adipose tissue masses or to other carcass parts, and tissues. T~&w -&ust. be 

produced from tissues that are not ~r~hib~tad cattle m~ta~ia~~ or most contain 

not more than 0.15 percent insgfu.bfe impurities as d~ta~rn~~ed.by the method 

entitled “Animal and vegetable fats~ and ~~ls-~ete~~~~~o~ of insocaliuble 

impurities content” (IS0 663:2009), International ,or~~ization ~for 

Standardization (ISO), incorporated-by reference in ~~~~~~~~ “with 5 U.S.C. 

2(a) and 1 CFR part 52, or ~DO&ESF rne~~~d.equ~v~~~t in ~~~~u~ac~, precision, 

and sensitivity to method IS0 663~~00~ I You may obtain copi@s “of the method 

from the International Organization for ~t~d~~iza~~~-.~~~~~ iso.or~ 

~~~t~ ~~~306~, 

Center for Food Safety and Applied ~u~~~~n, Food’and r&@ation, 

5 100 Paint Branch Pkv., Coilege.P&k, ~20740. GO$&ES .may,~~ -beaned ,, 
at the Center for Food Safety and Appliitjd Nu~trition’s‘ 

Branch Pkwy., College Park, MD 20740, or at the Na~~o~~ ,~~~ves and 



conversion of material obtained by hyd~~lys~, sa~o~~~cat~~n~ or Y~WB- 

esterification may be apphed to obtain the desired produet, 

(b) Requirements. 

(1) No human food shal1 be rn~ufa~~red from; process 

otherwise contain, prohibited cattle matiriak. ’ 

(2) The small intestine is not considered prohibited cattle rnat~~i~ if the 

distal ileum is removed by a procedure that removes at least 80 inches of&e 

uncoiled and trimmed small int&ine, a$ measured ~&om the caeco-colic 

junction and progressing proximally towards the jejune, orby a procedure 

that the establishment can demonstrate< is equally effective ~~,‘~~~~ri~g 

complete removal of the distal ileum. 

(c) Records. Manufacturers axed professors of human food (hat-is 

manufactured from, processed with, or otherwise contains, c&tlle: ~ater~a~.rnust 

make existing records refevant tti complimca with this section ~ava&&le to 

A for inspection and copy&tgc 

(d) Adulteration. 

(1) Failure of a manufacturer or ~~~c~~so~ to opera& in comp;lj. 

the requirements of paragraphs (lo) or (c) of this sect~~~-~~ders 

adulterated under section 4023(a)(4) &the, act. 

(2) Human food manufactured ocessed tit&, or 

an food 

containingj prohibited cattle-mate&& is ,pnfIt for hum 

adulterated ‘under section 402[a)(3) of the .~ct, 

(3) Fmd additive status. Froh~b~ted cattle mater&&r for, use in horns food 

are food additives subject to section 409 of the act, except when use 

ingredients in dietary supplements. The use or intended .use of ~~o~~bited 

tle material in human food cau$es the material- and the food, to be 

‘btiulterated under section 402[$[2j[G] of’the act if the p~~bi~~t~d ~a~~~ rriateria2‘ 



is a food additive, unless it 2s the subject of a food additive re~~~~~~~ or laf 

aninvestigational exemption for a f&d acldiitive under 5 27,O.W ,u is chapter. 

/ART IW--GEII@ERAL 

D 3. The authority citation for z I Cl% part 700 continues to read:.& fol-lows: 

Authority: 231 U, S. C. 321,33j., 352,355; 362,362,3~1,374, 

I 4. Part 700 is amended -by revising § 70%~ to r&ad as. fsllo*s: 

Q 700.27 Use of prohibited cattle rnat~~~~Js in .cosm&z O&h 

(a) Definitions. The definitions and ~~t~rpretati~~s gf textis ~~~~~~ed in 

section 201 of the Federal Food, ‘Dxugj @&I Cpsmetid &t.@h~ act) cq~pfy to 

such terms when used in this part, ~he~~~~lowing de~~~tion~ alsr;o apply: 

(1) Prohibited cattle maf&ds xnearw specified riqk m~te~~~s, gmall 

intestine of all cattle except as protrided $13 paragrapfr (23 Uf~this section, 

aterial from nonambulatory disab&d ca#Ge,. material &om c~t~e not inspected 

and passed, or-Mechanically Separated 

do not include tallow that contains-go mpre than 0.~5 gt31~cetit 

insoluble impurities, tallow-deriva&ves, and- milk an&milk ~~~~~c~$. 

(2) Inspected and passed.means that. &e pruduct~ has b 

passed for human consumption by. e hppropri;tlce 

at the time it was inspectea, ad. pa-sse& it.was- faund:to Iti n& ~d~~~~~a~ed~ 1. 

In the case of cattle hide, inspected ,md pgssed means’ hide ya& sourced 

fiorn an animal tit passed antemofies ~~~pect~on by, 

regulatory authority, and at the time it was inspected 

to be not adulterated. ’ 

(3) Mechankally Sepamted ~~~~~~~e~ mezms a meat food pnXkxct that is _ 

ely cornminuted, resulting from the ma&a&cal sep~~~~u and. 



most of the bone from attached ,skeletal muscle of ca~~~~ar~ass~s and parts 

of carcasses that meet the spe~~~Gat~~ns contained in 9 CFB %%j, the 

gulation- that prescribes the standard of identity for- MS ( 

(4) Nonambdatory disabled cqzftle x~eiwns cat& that cannolt risce fram a 

recumbent position or that c&mot vvalk, &ncluding, but not ‘limited to, those 

with broken appendages, severed tendons or ligaments, ~~~e;p~~~ys~s, 

fractured vertebral column, or .met~b~l~~~~ond~tions, 

(5) Specified risk material means $264 brain, sku&eyes, ~~g~rn~n~l, ganglia, 

spinal cord, vertebral column (e+hzding the vertebrtia of the tail, tie transverse 

processes of the thoracic’and.lumbar vertebrae; and the wings .of the sacrum), 

and dorsal root ganglia of cattle 30 months and older and the ~Q~s~~~ and distal 

ileum of the small. intestine of all cattle. 

(6) Tdow m cans the rendered fat. of cattle obtained 

lying any other extraction-process to tissues derived. di~~~t~y from discrete 

adipose tissue masses or to other carcass &q&s and tissuii~. Tallow mast be 

produced from tissues that are not ~~~hib~ted”,ca~e ~a~~~~~1,~ or rn~~t~co~~~ 

not more than 0.15 percent insoh.%ble impurities as deterrn~~e~ by 

entitled ‘“Animal and vegetable fats end o~~~-~et~~~~~~n of ~~s~~~b~e / 
impurities content” .(JSO fi63:20@~2), rnte~a~u~~ Or~~~~a~~~ ‘for 

Standardization (ISO), incorporated by reference in a~~~~d~~“~ ti,$h 5 USC. 

and sensitivity to method IS0 663:2,fXH. Vctu Bay obtain cupi~~s of 

Center for Food Safety and ApPl~ed~~~~~~n, Food ,@d nistration, 

0 Paint Branch Pkwy., College Park, 2&‘40. Copies rrray be engined 
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. at the Center for Food Safety and A~~~~~d Nutritiorr’s Library, 5100 Paint 

Branch Pkwy., College Park, MD 20740, or at the ~~t~o~~ A;c[&~.v(ss “and 

conversion of material obtained by hydrolysis, sa~~~n~~~~at~~~, or trans- 

esterification may be applied to ~b~~~~‘~~ desired products 

(b) Requirements. (,l) No cosmetic shall be ma~~f~ctur~d “f$orn, processed 

with, or otherwise contain, prohibited cattle materials. 

(2) The small intestine is. not considered prohibited cat e ~material if the . 

distal ileum is removed by a procedure that removesat -IFa& 813 i es of the 

uncoiled and trimmed small inte@ne, as measured from thie caeco-colic 
-’ 

ction and progressing proximally toyards the jej~~~* or bye a prcxzedure 

that the establishment can demu~s~a~e.~~ eqr&y ef&ctive in ~~s~~i~g 

complete removal of the distal ileum. 

(c) Records. Manufacturers and ,pTocessors of cosmetics atare 

manufactured~fkom, processed 14th~ or otherwise contain, ~~t~~-rn~~e~a~ must 

make &Ming records relevant to ~~rn~~~ 

FDA for inspection and copying, 

(d) Adulteration. Failure of a ~~uf~c~~r or pr~~~so~ ~Q~operat~ in 

compliance with the requirements of par aph (b) OE fq] of~tld sec%km renders 

a cosmetic adulterated under section QQS (o) of the act, 
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